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EXECUTIVE OFFICE OF THE PRESIDENT 


OFFICE OF MANAGEMENT AND BUDGET J 
WASHINGTON, 0.C. 20503 Z 2 
April 4, 1978 


LEGISLATIVE REFERRAL MEMORANDUM 


TO: Legislative Liaison Officer 
Department of Defense Department of Energy 
Veterans Administration . National Aeronautics and 
Central Intelligence agency Space Administration 
National Science Foundation Environmental Protection 
Office of Science and Agency 

Technology Policy Department of Agriculture 


Department of Justice 


SUBJECT: HEW draft proposed report on S. 2579, a bill 
"To amend the Public Health Service Act to 
establish the President's Commission for the 
Protection of Human Subjects of Biomedical and 

: Behavioral Research, and for other purposes." 


The Offilce of Management and Budget requests the views of 
your agency on the above subject before advising on its 
relationship to the program of the President, in accordance 
with OMB Circular A~-19. 


A response to this request for your views is needed : 
no later than noon Thursday, April 6, 1978, -- (Subcommittee 
markup of S. 2579 is scheddted EGY Friday a.m., April 7). 


Questions should be referred to John Lively 
(395-4794 ) or to Jim Stimpson (395-3736), 
the legislative analyst in this office. 


Naomi R, Sweeney, for 


Assistant Director for 
begislative Reference 


Enclosures 
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' The Honorable Harrison A. Williams jo. | 
Chairman, Committer on Human. Resources ah 
. United States Senate == | 
Sete ae tats haere iia hee 


Dear. re Chairman: - 


This. is in response te your request. foc a: retort On: s. 2579, 2 a pill 
a “_ “9. anend. the ‘Public Health Service -Act-to -establish the President’ s 
to. -. Commission for the Prorection of Busan Genesee “aE. Biowedical ; and 
Leen | Behavioral Research, ast for other parposes." 


- in summary the Departeent:: agrees: with. ‘the purposes: of ‘the B11. 1 ad caput ess. 
; is prepared to recomend that ir be: enacted, “provided thar several. - oe 
woo. @mendmamts age mada. ir doomar helt ve thar it-vis appropriate for 
ane public advisory bodies ve supervise-ox. utrmiter prog Cease Oh aay 
et . department ur agency of the Federal. Goverunenc. © We: chexefore 
-+ sBaconmend..chat all provisions of .8_- 2579. [particularly section =. 
” 3802{b)(2)] which authorize the proposed President's Commission to | 
“review specific programs and sake determinations: concerning thez 
<should.be deleted. Furthermore, the bill-would require the. President’ s 
"Commission te separately advise each: of some 20 Federal agencies ao eae 
» Wngaged ie research involving human subjects. » “This Kequirerent is => 
-inconsistent with recommendations made by the existing National 
& Sometseton fer the Protection of Human Subjeces-of -Bionedical and ° 
7 '; Behavioral Research that “Fedetal law should be.-enacted or_anended. 
 -@@ authorize the Secretary of Health, -Education,-and Welfare to 
“ =" promulgate regulations goverming review.of all research involving 
'. -Buman subjects that is subject to Federal. regulations." The- eee 
Department believes chat $..2579 should bo amended ‘to incorporate SER G 
the recommendations of the Sational Comission.  paaseioges Ppuases= wi 
tions for amendment are mentioned belew. : oe : 


S. 2579 contains the following provisions: oe a 


(1) The bill would establish a President’ s Chis scion to he oer 
of eleven members appointed by the President with the advice and 

3 consent of the Senate. Five wezbers of the Comission are to be 
especially qualified by virtue of their experience and background in 
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- So be 


= biemedical or behavioral research involving husan subjects. Six .; 


“o * nembers of the Cozimission are ta be distinguished in the fields of 2c. ° > 
medicine; law; ethics; theology; the biological, behavioral, and social 


sciences; philosophy; hucanities;.health administration; government; - 
-. .@md public affairs. These menbers should not be or have been engaged 
_.. dn bionedical research involving human subjects. The Secretary of ~~ 


Defense, the Director of the Central Intelligence Agency, the Director . 


£ the Office of Science and Technology Policy, the Administrator of 

Veterans’ Affairs (sic) {the Veterans Administration?7],, and the 

Director of the National Science Foundation are-to eceeeeres nonvat ing , 
. Spree sete eextsete to AS eee eee 8 Commission. . : 


-(Q2)-the President’ 8 Céuaistion is ta. Wesce a ise report on the 
“protection cf human subjects of biomedical and behavioral. research | 
after reviewing the relevant. rules, policies, and guidelines of eich 
Federal department and agency. — Furthernore,.the Commission is eae 
authorized ta review in detail any- program of any.depertment or agency 
{incloding the Departsent of Defense and the Central. Intelligence .. 
Agency) to derermine whether the human subjects of any biomedical « 


or bet baviorai Tesnar eh invoived in such Pega: | are fora ay provected. 


re) The Prasident?s eats any baedntanes business, 
~--—ioF the National Commission. for the. SEpsection of Eicon Sebirct O2.7% 
- Biomedical and Behavioral Research. 2" op 4: : 


{ay ‘The President's Covpmission:is-to: uiedeake sabes. oe the ree 
‘gectal, and legal inplicarions of advances in biomedical and behavioral 
-Keseatch and service, including the :inplications.of such advances tor 
jodtviduals and society and for public. policy. ..The Commission is alse 
‘to analyze the Jaws and moral and erlical principles governing the use. 
er ‘technology and allocation Sectssons. any Eyed ae Beal care delivery. 
es =) ‘The President's Conmission ia to- naseredbe acudies aoe -inforned — 
eomsent to health care delivery and -treamments; defining of death, 
) Gneluding the question of develooing-a uniform definition of death, 
and of the ethical, moral, social, and legal implications of Ve nsataty 
. - testing for generic diseases and setetee ara information and . 
: education programs. 


(5) The President's Commission is to undertake a study of iyatiabie 
mechanises designed to safeguard the privacy of research subjects and 
ef patient records. Oe et 


(7) With respect to the mandates listed above, the President’s Comission 


ais £0 be charged with issuing reports to the Congress, Federal depart- 


ments and agencies, and to the public. When a report and recomendations 
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are wade to a particular department or agency, that departeent. or. 


agency must publish the report in the Federal Resister within 60 
days and provide opportunity for public commenr, Within 180 days 
of the date of publication in the Federal Resister, the deparnmment 
Or agency must take appropriate action or publish in the Federal 


_ Register a notice that it deems such action inappropriate. Annual 


reports to the President and appropriate Congressional Committees 
are required. Tlie reports are to indicate the recommendarions — 
made by the Presidentc’s Commission and the bree actions Of 
the aitectet i eee SECEEneY fantie 7 ot 


@) Other provi sions of the bill ean. pie ‘the ba eint tctmeeat of ethics ae 


advisory boards in each executive or military departuent to advise . 
each department head with respect to ethical and moral issues. 9: 
These boards are to SQvr ciate: oe Suaeeraey and bs hae with the 

| President's Commission. : 


wat b nee 


(9) Finally, the path inelutles ee, for the | 
conduct of the President’s Commission's business and repeals con— 


Flictins previsions of the Sational Research” Act aoc the punte Health 


Service Act. 


The Department is in full Seepeecat erat the intent of S. 2579 ‘to 
vevaluate policies pertaining to-human subjects of biomedical and- 
.. behavioral research, and to evaluate the applications: oF ‘genetic. 
aforees paisa and eeucetion pec asias Soest 


. tt aS 8, 
y Damar 


“Ye cancot help but Gveseicd: dovec whether ; a  Gosmlasion ca ake 

, protection of human subjecrs will be qualified ro address questions 
 pextaining to analysis of scilentific.and-technological-.advances, -_ 

. the principles governing the use of technology in medical practice, - 
public attitudes toward such advances, and evaluation of resource 
allocation decisions. 


Certain of these charges, including those relating to ene definition 


- @£€ death and che elements of informed consent in the delivery of 


bealth services, are matters which are being addressed by the courts 
and legislatures of the several states amone those matters 

reserved to their jurisdiction by the i0th Amendment. It would. 
appear that the opportunity for the President's Commission to make 
a significant contribution in these areas may be limited. Further-— 
more, the expertise neaded to carry out such studies may be very 
different from that required to evaluate safeguards of the rights 
and well~being of human subjects. The stated qualifications for 
membership on the Corzission do noc seem to be well suited to these. 
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Similarly, the Department agrees with the intent of 5. 2579 to develop 
a uniform policy throughout the Federal Government for the protection 
of fMunan research subjects. On the basis of its earlier efforts 
involving eleven Federal. agencies to develop such a policy, the 
Department can attest ta the general recognition and acceptance within 
the executive branch of a need for such a mechanisa. The Department's 
efforts to this end were halted because section 202 of P.L. 93-348, 

the National Research Act, required the kational Commission for the 
Protection of Human Subjects te study how a uniform Federal policy 
could best de accomplished. The National Commission recently com 
platec its study of this matter and has recomended that HEW take the 
lead in developing such a policy. Initial steps to implement the 
recommendations of the Commission have already been taken. As currently 
drafted, S. 2579 proposes a much more diffuse approach than that 
expressed in the National Commission's recommendations. Where the 
National Comission recommends establishment of a single focus within 
the suena ee the present bill, §. aot would require that 


Pere devartaents and aeenetess and eetessa a timetable fox Geapenne 
weooae Laaihac, if mon actually prevent, isiteragency cooruloaiica. 
CUB: oe the Reesonay Commissicn that reasonable pt achyanae in 


as) ¢t 


pegs 


sate eee en Seaceice also eater as that the lead agency seek 
icé and counsel of other components of the Federal Government 
15 problems. Historically, the principal responsibility 
th the Department of Health, Education, and Welfare. We 
that s. 2579 could be modified in such a way that the proposed 
nt’s Comnission could work together with the Department in 
arrying out the recommendation of the National Commission. 
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Additionally, S. 2579 charges the President's Commission to restudy 
matters of patient and research subject privacy already extensively 
considered by the Privacy Protection Study Comission. The report of 
the Privacy Protection Study Commission has been widely acclaimed, and 
its recormendaticaos are already the subject of several legislative 
proposals before the Congress. The privacy studies in S. 2579 SPeeees 
therefore, to be redundant and unnecessary. 


Finally, the list of deparrments and agencies entitled ro designate 
ex-officio advisory mecbers ig not representative of these currently 
supporting health-related research. Specifically, the Department. of 
Energy (9.7%), the National Aeronautics and Space Administration 
(2.3%), the Environmental Protection Agency (2.02), and the Department 
of Agriculture (1.7 4%} are excluded, while the National Science Founda- 


tion (1.04) and the intelligence comaunity which supports a vanishingly | 
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l 
small portion of such research areincluded, The Department of Health, 
Education, and Welfare ig linired to one representative, even though 
it supports about 40: of ‘such research and regulates through the rood 
and Drug RORTAASt ree ton an additional 252. 


We therefore recommend that before ‘S. 2579 1s favorably considered 
that changes reflecting the concerns mentioned above be made in the 
bill. Furthermore, we believe that the National Commission for the 
Protection of Hutan Subjects should be permitted to complete its 
studies, many of which bear on the issues addressed by S. 2579, 
before final amendmenc of the bill is. undertaken. 


Y. 


‘ 


Hetireonarest gL 


paren eteeaeoren egy as Pahoa yes 
NS te ee 


We are advised by the Office of Management and Budger that there is no 
_ objecrion to che presentation of this report from the standpoint of 
the Administration's program. 


Sincerely, 


4 


Joseph A. Califano, Jr. 
a 
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